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]^ Responsive to communication (s) filed on _ 

the application to become abandoned. (35 U.b.u 9 1 ^ , ^ ' 

1.136(a). 



Disposition of Claims 

^ Claim(s) - 

Of the above, claim(s) 

□ Claim(s) 
^ Claim(s) 

□ Claim(s)_ 

□ Claim(s) 

Application Papers 




is/are pending In the application. 

Is/are withdrawn from consideration. . 
* " is/are allowed. 



i s/are rejected, 
is/are objected to. 



— election requirement. 



□ see the attached Notice of Draftsperson's Patent Drawing Review. PTO-^ 




□ The drawing(s) filed on ^ 

□ The proposed drawing correction, filed on 
n The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner, 

Priority under 35 U.S.C. § 119 

□ AO— .en.is™adeoUc*.or,ore,nprio..under35U.S.C.5m,aH^^ 

□ All □ some. □ None o, CERTIFIED copies of «,e prioriMo=umen,s have been 

♦Certified copies not received: ^ ■ 

□ Acknovvledgmen. is made olaolalmfo, dome* prioriWunde.35U.S.C.Sm(e). 

Attachment(s) 

)^ Notice of Reference Cited, PTO'892 

9; information Disclosure Statemer^tts). PTO-1449, Paper No(s) . 

Q inten/iew Summary, PTO-413 

□ Notice of Draftperson's Patent Drawing Review. PTO-948 

n Notice of informal Patent Application, PTO-1 52 

-SEE OFFICE ACTION ON THE FOLLOWING PAGES- 

6^1 /Jl Iff 

pTOL-326 (Rev, 9/96) 



is/are Objected to by the Examiner. 

is □ approved □ disapproved. 
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j5 1/5C m Rejection 

— -■••T.ri.xi."-'-— — 

.Hecontrary. Applicant is ad.sed of the obi g , a later invention was 

. th«t was not commonly owned at the time 
,nd invention dates of each claim that 3^ 

u .miner to consider the applicability of 35 U.S.C. 
made in order for the examiner to CO 

U.S.C. 102(f) or (g) prior art under 35 U.S.C. 103(a). ^^^^^^^^^^ 

■ fisTT<;C 103(a) which forms the oabib 
The following is a quotation of 35 U.S.C. 10 () 

rejections set forth in this Office action: 

Claims 1-17 are rejected under 35 U.S.C. 10 () 

^3,37,529) in view of Ogawa et al. (EP 431905 Al> ^^^^^^ .^^ 

. • directed to a method for punfymg plasmid A 

.„«.S.-Vseaoe,.o,.on..-P-» ^^^^^^^^^^^ 
...ep,ec;p«o„-on*o.shaseco.d«c»e,()^^^ ^^^^^^^^^^^^^ 

or the clarified solution, ano vgJ 
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.Mine step or continuous gradient. Claim 2 
1 nMA with a saline siep ui 

■ Claim 4 specifies that the p«aptt.»n solution 

„,„,i„„ eonta. alkal,. Clatm 4 p ^ ^ , 

• ,tat the neutralizing step® . . 

Claim 5 retimres that the neu. 2 3 ft per sec) and the diameter 

static ^xers have 24 elements. ^^^^^^ ^^^^^^^ 

• naims 12 -16 requires two or more of the steps 0 
static mixer. Claims iz i ^ 

• .v,^t the method be automated, 
.multaneously. C*s 17 re,u.es that them ^^^^^^^^^ 

. , ,nnlicant's process Steps (a) -(d) that requi 
Wan et al. discloses applicants p ^.^^^ 
, ■ H. ffer can include alkali and enzymes, such as RNAse I 

in claims 1 1-16. The lysis buffer can 

• 1 .A. notassium acetate (column 3, lines ; 
,,,,, Theprecipitatingagentsincludepotassiu „ wan et al. does 

• , .ntrifuaing the pellet the precipitate as m step (e). How 
does not disclose centnfuging tn p „ 4 Unes 20-28). The removal 

• f.nrecipitate by potassium acetate (column 4, hnes 20 

d.sclosetheformationofaprecipitat purification. Wan et al. also does 

, .cipitatebycentrifugationisaroutinetechniquemDNApur 

' . nheclarifiedsupematantfollowedbyanionexchange 

not disclose neutralization of the clanhea P 

chromatography. ^^^p^^i„g ,^on 

n.awa et al does disclose a method for puritying 

. Urafiltration The neutra«ion of a ^^.hasic solution pnor 
----"^°^*"C.h.eco,un.«u,dha.eheenroutine,oth™se,the 
to contacting said solution to an amonexchang 
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plas^id would have been u*,y .0 bind .0 .he resin. Therefore, i. would have been obvous .0 
.he person of ordinary sH in .he ar. a. .he .i,ne of .he inven.ion .0 have combined .he p.as™d 
purifying process of Wan e. al. wi.h .he additional anion exchange chromatography and/or 
uUrafilrration s.eps .augh. by Ogawa e. al. for .he purpose of oMaining a purified plasmid 
preparation .ha. would he of pham,aceu.ical ^ade purily. Thu. .he claimed invention is tf« 
^ obvious in .he absence of clear and convincing evidence .0 .he con.rary. The applican, has 

.wo or more s.eps . ti,e process would have been .so obvious for .he purpose of simpl^ing .he 
process and reducing .he time of cos. of puririca.ion. 

Claims 17-19 were no. included in .he above obviousness rejection because .hey include 

f „ TVlic limitation was reason that the parent 
the use of an ultrafiltration step in the presence of a gel. This limitation was 

case was allowed over Ogawa et al. 

Obviousness Type Double Patenting Rejection 

The nons.a.u.ory double patenting fZl^^:"m^^^<^'^^^''' 
grounded in public policy (a policy re^ec.^ '^.^ * S by P «^ and .0 reven. possible 
improper timewise extension of the ™'r *7i F id 1046 29 USPQ2d 2010 (Fed. 

haLLnt by multiple as^gnee. See « « '^.T^j L O™.. 686 

W W" « 418 F.2d 528, 163 USPQ 644 (CCPA 1969), 

A .mtely tiled .erminal disclaimer in compliance wi* " CFR U^^^^^^^ 

overcome an ac.ua, or V^"^^^::^::: ZT^^lX^^^X.^'^^ 
provided the conflicting application or patem is snown lu 

application. See 37 CFR 1.130(b). 
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Effective January 1, 1994, a registered attorney or agent of record ^^."r^t;!^ 
disclaimer. A terminal disclaimer signed by the assignee must My comply with 37 CFR 3.73(b). 

Claims 1 - 19 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1 - 62 of copending 
Application No. 08/691,090 in view of Wan et al. (5,837,529). The only substantial differences 
between the claimed invention and that disclosed by the allowed parent case is the use of 
static mixers in the plasmid isolation prior to the use of ultrafiltration and/or anion exchange 
chromatography. However, as explained above, Wan et al. discloses steps (a)-(d) that require 
two static mixing steps. Therefore, it would have been obvious to have modified the process as 
claimed in the parent applicant by adding the plasmid isolation steps taught by Wan et al. for the 
purpose obtaining a plasmid isolation procedure that can be readily automated. 

This is a provisional obviousness-type double patenting rejection. 



Rejection under 35 USC 112, Second Paragraph 
Claims 1 - 19 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 1 is rendered vague and indefinite because neutralizing the pellet in step (f) makes 
no sense when the plasmid is contained in the clarified supernatant. 
No claim is allowed. 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Examiner Kunz, whose telephone number is (703) 308-4623. The examiner 
can normally be reached on Tuesday through Friday from 6:30 AM to 4:00 PM. The examiner 
can also be reached on alternate Mondays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Marion Knode, can be reached on (703) 308-43 1 1 . The fax phone number for this Group is (703) 
308-4556. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist whose telephone number is (703) 308-1235. 
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